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myositis [Myositis]
MK-3475 Thyroiditis [Thyroiditis]
CMUH104- 1512SGPOO|follow up _ N -
22. 2015/12/3 (pembrolizumab [ Myocarditis [Myocarditis] | 1,3 | A
REC2-030 8375 8
) Pneumonia [Pneumonia]
Hepatitis [Hepatitis]
Nivolumab/
CMUH104- BMS-2016-|follow up| placebo and ] ]
23. 2016/1/23 N Fatal Aplastic Anaemia | 1 A
REC2-102 005832 1 Ipilimumab/
placebo
Nivolumab/
CMUH104- BMS-2016-follow up| placebo and ) ]
24, 2016/1/23 N Fatal Aplastic Anaemia 1 A
REC2-102 005832 1 Ipilimumab/
placebo
CMUH103- [ 2015/10/1 [ 2015SF196
25. Initial MEDI4736 Thrombopenia 2 A
REC2-113 9 35
CMUH103- | 2015/10/1 | 20155F196 | Follow _
26. MEDI4736 Thrombopenia 2 A
REC2-113 9 35 up
CMUH103- 2015SE895| Follow
27. 2015/8/21 MEDI4736 Radiation Pneumonitis (1,23 A
REC2-113 66 up
CMUH103- 2015SE895| Follow
28. 2015/8/21 MEDI4736 Radiation Pneumonitis 1,23 A
REC2-113 66 up
CMUH103- 2015SE895| Follow o N
29. 2015/8/21 MEDI4736 Radiation Pneumonitis |1,2,3| A
REC2-113 66 up
CMUH103- 2015SF107| Follow .
30. 2015/11/3 MEDI4736 Pneumonitis 13 A
REC2-113 41 up
CMUH103- 2015SF107| Follow .
31. 2015/11/3 MEDI4736 Pneumonitis 13| A
REC2-113 41 up
CMUH103- 2015SF245
32. 2015/12/7 Initial MEDI4736 Toxic Cardiomyopathy |1,2,3| A
REC2-113 21
CMUH103- 2015SF245| Follow
33. 2015/12/4 MEDI4736 Toxic Cardiomyopathy |1,2,3| A
REC2-113 21 up
CMUH-104- 2016-BI-13 tiotropium +
34. 2016/3/2 FU3 Sudden death 1 A
REC2-077 778BI(3) olodaterol
35 CMUH-104-(2015/12/1|2016-BI-03 U1 tiotropium + |Hypertensive heart disease, . A
| REC2-077 9 445BI(1) olodaterol Arteriosclerosis
105# 04 % 27 p % 30 7% 3B T
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Thrombocytopenia,
Jaundice, Pancytopenia, |2,3,7(
Haemorrhage,
DMR101-IR Follow-u | Nilotinib/Tasign Gastroenteritis viral, Medi
36. 2013/4/1 | 09-005 , _ A
B2-271 p8 a Hypertension, C-reactive | cally
protein increased, Febrile |Signif
neutropenia, Pancytopenia |icant)
and Abdominal pain upper
E(4-447%: Neutropenic
fever, Pancytopenia, 2,3,7(
Thrombocytopenia, ALT
DMR101-IR Follow-u | Nilotinib/Tasign increased and AST Medi
37. 2013/4/1 | 09-005 _ A
B2-271 po9 a increased. cally
(Please refer to SAE form, [Signif
“XHER1% AST increased [icant)
£ SAE form 22 typo)
CMUH103- 2015IN004 [follow up o
38. 2015/9/20 Ruxolitinib Dyspnoea 1 A
REC2-133 803 2
CMUH103- 2016IN0O0O( o Myocardial infarction
39. 2016/1/26 initial Ruxolitinib 1 A
REC2-133 528 Dyspnoea
CMUH103- 2016IN000 [follow up o Pulmonary embolism
40. 2016/1/26 Ruxolitinib 1 A
REC2-133 528 1 Myocardial infarction
CMUH103- 2016IN000 [follow up o Pancreatic carcinoma,
41. 2015/3/12 Ruxolitinib 1 A
REC2-133 678 1 Pulmonary embolism
CMUH103- 2015IN002 Death,
42. 2015/6/15 initial Ruxolitinib 13 | A
REC2-133 846 Dyspnoea
(k] F 2124 -
105 # 04 » 27 p ¥ 31 % 3B F
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[ DSMB i3k i 4]
*ag izt pgp104E 070 29p
*dkizEpy 104&10% 26 p
1. | CMUH103-REC2-106
(2% 242474 ]
*E o ¥4 4L ¢ Ivabradine
*E >MAFLHF 103£04 7 26 p 3 104# 102 25 p
(e % 242474 ]
*# 5% 4+ &4 © Tiotropium and Olodaterol
*E > MFAHREF 12015+ 102 01 p 3 2015# 12 % 31 p
2. | CMUH-104-REC2-077
(e % 242474 ]
*:R5% F 4 ¢ Tiotropium bromidel
*E > MHAFAHREF 12015+ 102 01 p 3 2015# 12 % 31 p
[##]
3. CMUH103-REC1-072 *ROE LA 4F 304K & p #p: Segirus_V118_05_Transition to
Seqirus_23Dec2015
[##]
4. CMUH104-REC2-127 NE [T AT %3R4 £ Case Report Form) » %% % : Final 2.0 -
# 12015 & 04 % 21 p
[h% 213484 ]
5. | CMUH103-REC2-088 *R & L4 0 PF-06410293
*% PR YA 12015# 057 14p 1 2015# 11 15
(LAridss 2]
6. | CMUH103-REC2-057 *3% k1 Version 5
*p g 12016 & 03 * 07 ¢
[h% 213484 ]
7. CMUH104-REC2-146 T~ | *@%E S AL - Harvoni (Ledipasvir/Sofosbuvir)
*% 2 PARLYF 104 £057 16 T 105# 037 14 p
[{arascLp]
*4% & 1 PF-06439535 (Bevacizumab-Pfizer) Investigator’s Brochure
8. | CMUH104-REC2-076
July 2015
*p g 12015 & 7 ®
[##]
9. | CMUH104-REC2-116

*p % Blinded investigator line listing_15Dec2015( Reporting

105 # 04 * 27 p
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Period: 22 April 2015 through 21 October 2015)

10.

CMUH104-REC2-069

it

(2% 242484 ]

*:x % & L4 Ficlatuzumab(AV-299)

* rMAFLHF I (1)2015# 1Y 26 p 2 2005 7% 25
(2)2015 & 7" 26 p 3 2016 # 1 * 25 p

11.

CMUH103-REC2-124

[{#Ta4F42p]
- 1B V3.0_09Apr2014_Amendment 1.0_19Feb2016
- IB Validity Check letter 04Feb2016 : Validity Extension Letter for
Investigators Brochure 3.0 dated 09 Apr 2014 of BAY q 3939/
ciprofloxacin dry powder for inhalation (DPI)
- Evaluation of IB changes on the Benefit/Risk Assessment

19Feb2016

12.

DMR101-IRB2-133

B4
X
&

EXD!
MR RUBERE R

s A Version 1.8.1_16 Dec 2015

13.

CMUH103-REC2-124

[z 2142 ]
*3k5% ¥ 4L ciprofloxacin

*E rMAFLYPF 11042070 01p 2 104E 120 31p

14.

DMR99-IRB-292

[y« 2472 ]
*5% ¥ ¢4 © Darbepoetin alfa
*E rMAFLYPF 11042070 01p 2 104120 31p

15.

CMUH103-REC2-020

(CEIER- R

*i A& ¢ Ertugliflozin (MK-8835/ PF-04971729) _Version 3_
27-Jan-2016

*p #2016 & 1% 27 p

16.

CMUH104-REC2-102

MGl

[{Arai4Fr 2]
*i A 1 IB#19 (Ipilimumab)
*p#p :105 & 037 02p

17.

CMUH104-REC2-181

3 Hhp

(5]
RE PR

*p #  7-Mar-2016

18.

CMUH103-REC2-100

i
o
e

[##]

*MF o REHREREHILL 2016 17 30p 0 Buw 2017 &
127 31 p -

Local Policy Number: 0500-03PO000069
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19. | CMUH104-REC2-017

[{aTagEs£p]

*5x 4~ ¢ Addendum to Version 6

*p # : February 2016
[DSMB i3k i & 2]

*ARE #2016 8560 22
[DSMB i+ i s 3]

*ARiE i p #2016 & 81 26
[DSMB i3k i v 4]

*AGRE AP 2015 # 120 4
[DSMB /4 4+ 5]

*Aax it p g 20637 4P

20. | CMUH103-REC2-010

R
xR
=}
=

[{aradr2p]
*5x & Edition 6.0

*p 4 : 24 Feb 2016

21. | CMUH104-REC2-102

iR

[{#72442p]
*5 A 1 IB#19 (Ipilimumab) - Erratum 01
*p 4 1052037 18 p

22. | CMUH103-REC2-053

B

(% 2pdp2 ]
*:% % L4 © dabigatran etexilate

*E rMAFLYPF 11042100 01p 2 104E 120 31p

23. | CMUH103-REC2-109

[#2&]
*n % ¢ NTF for clarification to the PEONY Y 028762 Protocol
Version 3, dated 02 Mar 2016

24. | CMUH104-REC2-022

[ DSMB &3 i 4]
*Ad iz p g 12016 £ 3% 30 p-2016# 3% 31p

25. | CMUH104-REC2-021

[#2&]
*hE I DSMB(b:#ictp € 2ERIZL R )3 2B P
p #p : 06Apr2016

26. | CMUH-104-REC2-077

(#£=]
*n % © Case Report Form, dated 01-Mar-2016

27. | DMR96-IRB-023

CEEE RS
[

p ¥ : 22-JAN-2016

28. | CMUH103-REC2-114

[z#p= 2p2]
*:Rk5% ¥4 ¢ 4L 1 Glycopyrronium bromide
*g pPAFL YR 1042047 01p & 104# 09 300P
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29. | CMUH104-REC2-070 3 3 H | =% 4 Ceftazidime - Avibactam (CAZ-AVI)
*% 2MARLHAF 104£017 02p 3 105# 010 01 p

[(#=]

30. | CMUH102-REC2-093 | % 1t.t;
RE A RARR L

[2#]
FRFC(ATAFASP RRTELIIETALC L HREL
TR
A4FA L poRAp i GS-5745 INVESTIGATOR’S BROCHURE
Fourth Edition 03 February 2016
Label 5= p # : Master Label Approval Form Customer: GILEAD
SCIENCES, INC. Status: Almac Approved Almac I1D: L20007463-3
Version: 1.0
% > 4R 4 A p i SUSPECT ADVERSE REACTION REPORT
Mfr. Control Number: 2014-0123694 15-Mar-2016 10:19
Z rfdp4 9K A p ¥ ¢ GS-5745 DSUR Gilead Sciences, Inc. Final
31. | CMUH104-REC2-141 g%
CONFIDENTIAL 02 March 2016
% 4R 5K A p ¥ @ GS-5745 Blinded Six-Monthly Line Listing
Gilead Sciences, Inc. Final CONFIDENTIAL 28 January 2016
% > 3R 4 4k A ¢ GS-5745 DSPH BLL Courier Address List
% >R 4 4 & 1 GS-5745 DSUR New Zealand Courier Address
& rdp 25K A p ¥ ¢ Gilead Sciences, Inc. GS-5745 IND Safety
Letters Submitted
& > AR 4 K A p #p o Safety Letter Successful Delivery Report
Date MCN Number: 2014-0123694 Sent: 3/22/2016 Product/Drug
Name: GS-5745 Event Name: Grade 3 hypokalemia Letter Type:

Follow Up

[ DSMB &3 i 4]

32 *idk G p g 12016 # 030 23 B
. | CMUH103-REC2-125 1%
LT ARBRETREXTRLR £302016 £ 037 23 p k2T

MY AW AL R 2P TR M RREFATSD .

84 - 4cg (08P 154 )
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